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Alexandria, VA 22313-1450 

Dear Sir: 

In response to the Office Action of October 1 1, 2006 the Appli »nt of the above- 
refewsnced patent application (hereinafter Appellant) hereby appeals to the BowJ of Patent 
Appeals and Interferences. 
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(J) Real Party in Interest 


The real party in interest of the present application is Nekcar Therapeutics 
(formerly Inhale Therapeutic Systems, Inc.), having a place of business at 1 50 1 idustrial Road; 
San Carlos, California 94707. 


(2) Reiated Appeah and Interferences 

Appellant, Appellant's legal representative, and assignee are aw ire of no appeals 
or interferences which will directly affect or be directly affected by or have a bt^g on tfie 
Board's decision in tiie present appeal. 


(3) Status €f Claims 

Claims 1 -20 are presently pending in the case. Claims 1-20 hav i been finally 
rejected. The rejection of each of claims 1-20 is hereby appealed. 

(4) Status of Amendments 

No amendments after Final Rejection have been filed. Accordingly, all 
amendments made during prosecution of the case have been entered. 

(5) Summary of the Claimed Subject Matter 

As discussed on page 5 line 20 through page 7 Itoe 9 and showr in Figures 1 A-IE, 
for example, an aerosolization apparatus comprises a body defining an inlet opening (1 1 5), an 
outlet opening (120, 145), and an afa-osoHzation chamber (1 10) between the iniet opening and the 
outlet opening. The aerosolization chamber (110) is adapted to receive an elongated receptacle 
(125) containing a pharmaceutical formulation. The aerosolization chamber ( 10) Is configured 
so that the elongated receptacle (125) rotates end-over-end (175, see Figure IB ) about an axis 
substantially orthogonal to an axis (1 70) passing through the outlet opening (1 20, 1 45) when air 
or gas flows through the body. Stated another way, the rotation is about an ax s substantially 
orthogonal to the inhalation direction (170) when air or gas flows through the 3ody. 

(6) Grounds of Rejection to be Reviewed on Appeal 

Appellant requests review of the Examiner's following grounds of rejection: 

o 
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Claims 4 and 14, rejected under 35 U.S.C. 1 12, second paragrap as being 
indefinite for falling to particularly point out and distinctly claim the subject tter which 
applicant regards as the invention. 

Claims 1-7, 10-I7and 20, rejected under 35 U.S.C. 102(b)as being anticipated by 
U.S. Patent 4^249,526 to Dean et al (hereinafter Dean ct al). 

Claims 8 and 1 8 rejected under 35 USC 103(a) as being unpatentable over Dean et 

aK 

Claims 9 and 1 9, rejected under 35 USC 1 03(a) as being unpate itable over Dean 
et al in view of U.S. Patent 5,6 1 4,2 1 7 to Chiprich et al (hereinafter Chiprich ct %\). 

(1) Argument 

Appellant believes each of claims 1-20 arc improperly rejected r^nd are therefore 
allowable for the following reasons. 

The reiection of claims 4 an d 14 under 35 U.S.C, 1 12. second para^ftPh Improper 

Claims 4 and 14 meet the requirements of 35 U.S.C 112, secon i paragraph. 
Claim 4, for example, recites an "aerosolization apparatus acconiing to claim T further 
comprising the receptacle." The **receptacle" is only functionally recited In cUim 1 . Dependent 
claim 4 includes all of the limitations of claim 1 and also positively recites the receptacle. The 
Examiner's contention that the "meets and bounds of claimed limitation cannot be d^ermined'* is 
not understood or proper Claim 14 Is similarly compliant with 35 U,S,C. 1 12 second 
paragraph. 

The reiection of independent claim 1 under ^5 U,S.C, 102fb^ is improper 

Independent claim 1 , for example, is not anticipated by Dean et al. Claim 1 is to 
an aerosolization apparatus comprising a body defining an inlet opening, an oi tlet opening, and 
an aerosolization dumber between the inlet opening and the outlet opening, \* herein the 
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aerosolizatioTi chamber is adapted to receive an elongated receptacle containing a pharmaceutical 
formulation and wherein the elongated receptacle rotates end-over-end about ar axis 
substantially orthogonal to an axis passing through the outlet opening when air 3r gas flows 
through the body. Dean et al does not satisfy the requirements of Appellant's c aim 1 . As can be 
seen in Figures 1 and 2 of Dean et al, a receptacle (24) in the aerosolization chanber (1 5) of- 
Dean et al rotates about an axis that is parallel to the axes passing through the cutlet opening (5) 
of Dean et al. Thus, Dean et al does not disclose a chamber wherein a receptac e would rotate 
about an axis that is orthogonal to the axis of the outlet opening. Accordingly, Dean ct al docs 
not anticipate claim 1 . 

The Examiner's position regarding this language is unclear. Aoiording to page 3 
of the Final Office Action, the Examiner states that the "2-foid axis of symmeti y reads on end- 
over-end, see col. 4 lines 32-38, figs.3 and 4." While unclear, it is assumed the Examiner is of 
the position that an axis passing horizontally on the page showing Figure 1 of Dean et al could be 
taken to be the claimed "axis passing through the opening" of Appellant's clair 1 1 . Such an 
interpretation would be a distortion of terms beyond that which one of ordinary skill in the art 
would be inclined to make- Fiist, the language of the claim states that the axis passes ^'through" 
the opening. The Examiner's alleged axis docs not pass through the opening i i like manner or 
as one of ordinary skill would interpret the expression. Second, the Appellant las sufficiently 
defined In the specification what was meant by the "axis passing through the o-)enlng" (see page 
7 lines 1-9, for example). Furthermore, it should be noted that aerosolization cevices where a 
receptacle rotates in the manner of Dean et al where acknowledged by the App'Jllant in the 
Appellant's specification (see, for example, page 6 line 1 8). It was clearly the \ppellant'5 
intention to distinguish the present claims over such devices by defining the m uiner of receptacle 
rotation. An end-over-end rotation of the type invented is not present in the pr or art and it is this 
rotational manner that is being claimed. 

Claims 2-9 depend from claim 1 and are also not anticipated by Dean et al. 
The rejection of independent claim 10 un der 35 IJ.S.C, 102fb> is imt>rop_er 

Independent claim 1 0 is similar to Appellant's independent claim 1, with the 
exception that "axis passing through the opening" is replaced with "axis parall si to an inhalation 
direction." This axis recitation is defined by Appellant in the specification anr in Figure IE. 
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The receptacle in Dean et al clearly does not rotate about such an axis and there fore does not 
anticipate claim 10. 

Claims 1 1 -20 depend from claim 1 0 and are also not anticipated by Dean et al 

The rejection of claims 8. 9, 1 and 1 9 under 35 U.S.C. 1 03fa) is improper 

Dean et al does not render claims 8, 9, 18, and 1 9 unpatentable either singly or in 
combination with Chiprich et al. Claims 8 and 9 depend from claim 1 and claims 18 and 19 
depend from claim 1 0. Each of claims 1 and 1 0 recite a chamber providing a n anner of 
receptacle rotation that is not present in Dean et al, as discussed above. The Examiner does not 
suggest that it would have been obvious to modify the rotational arrangement C TDean et al (nor 
would it be). Accordingly, the limitations of independent claims 1 and 10 are i ot met by any 
modification proposed by the Examiner and there is thus no creation of a prim? facie case of 
obviousness. Chiprich et al also fails to disclose or suggest the necessary rotaf onal arrangement 
and is of no moment in this consideration. Accordingly, claims 8^ 9, 1 8, and 1 !' are not r^idercd 
unpatentable by Dean et al or by Dean et al in combination with Chiprich et al. 
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Conclusion 


Thus* it is believed that all rejections made by the Examiner hav z been addressed 


and overcome by the above arguments. Therefore, all pending claims are allov^ able. A reversal 
is respectfully requested. 


In the event it is determined that any fee is due, the Director is hereby authonzed 


to charge any fees which may be required, or credit any overpayment, to Deposit Account 
Number 50-0348. 

Should there be any questions. Appellant's representative may te reached at the 
number listed below. 


Please send all correspondence to: 
Guy Tucker 
Nektar Therapeutics 

(formerly Inhale Therapeutic Systems, Inc.) 
150 Industrial Road 
San Carlos, CA 94070 
Phone: (650) 620-5501 
Fax: (650)631-3125 


Respectftilly submitted^ 


NEKTAR THERAPEUTI :S 
(formerly INHALE THER ^PEUTIC 
SYSTEMS) 




Gu/V. Tucker 
Reg. No- 45,302 
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(8) Claims Appendix 


1 . An aerosolization apparatus comprising: 

a body defining an inlet opening, an outlet opening, and .in aerosoHzation 
chamber between the inlet opening and the outlet opening, 

wherein the aerosoHzation chamber is adapted to receive an elongated 
receptacle containing a pharmaceutical formulation and wherein the elongated receptacle rotates 
end-ovcr-cnd about an axis substantially orthogonal to an axis passing through :hc outlet opening 
when air or gas flows through the body. 

2. An aerosolization apparatus according to claim 1 flirthcr comprising an 
opening mechanism for creating an opening in the receptacle, 

3. An aerosolLtation apparatus according to claim 2 wherci i the opening 
mechanism comprises a sharpened tip moveable within the aerosol izat ion chan b^. 

4. An acrosoUzation apparatus according to claim 1 further comprising the 

receptacle. 

5- An acrosolizotion apparatus according to claim 4 whereii the receptacle 
comprises a capsule. 

6- An aerosolization apparatus according to claim 5 wherci i the capsule 
comprises a wall comprising one or more of gelatin, hydfoxypropyl methylcell ilose, 
polyethyleneglycol-compounded hydroxypropyl methylcellulose, hydroxyprop' /cellulose, and 
agar. 

7. An aerosolization apparatus according to claim 5 wherein the receptacle 
contains a powder pharmaceutical formulation. 

8. An aerosol ization apparatus according to claim 7 wherci n the powder 
pharmaceutical formulation comprises particles having a mass median diameter less than 10 jim. 
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9- An aerosolization apparatus according to claim 7 wherei i the powder 
pharmaceutical formulation has a moisture content below 5% by weight 

10. An aerosol ization apparatus for delivering an aerosolizec pharmaceutical 
formulation to a user^s respiratory tract, the apparatus comprising: 

a body defining an inlet opening, an outlet opening, and m aerosolization 
chamber between the inlet opening and the outlet opening, 

wherein the aerosolization chamber is adapted to receive an elongated 
receptacle containing a pharmaceutical formulation and wherein the elongated eceptacle rotates 
end-over-end about an axis substantially orthogonal to an axis parallel to an inhalation direction 
when the user inhales to cause air or gas to pass through the body. 

11. An aerosolization apparatus according to claim 1 0 where in the inhalation 
direction is a direction coincident with an axis passing through a moutiipiece or the apparatus. 

12. An aerosolization apparatus according to claim 1 0 furthe r comprising an 
opening mechanism for creating an opening in the receptacle. 

13. An aerosolization apparatus according to claim 12 wherein the opening 
mechanism comprises a sharpened tip moveable within the aerosolization chan ber. 

14. An aerosolization apparatus according to claim 1 0 flirthcr comprising the 

receptacle. 

1 5. An aerosolization apparatus according to claim 14 whert in the receptacle 
comprises a capsule. 

16. An aerosolization apparatus according to claim 1 5 wher^ m the capsule 
comprises a wall comprising one or more of gelatin, hydroxypropyl methylcelliJlosc, 
polyethyleneglycol-compounded hydroxypropyl mcthylccllulosc, hydroxypropi /cellulose, and 
agar. 

1 7. An aerosolization apparatus according to claim 1 S where in the receptacle 
contains a powder pharmaceutical formulation. 

8 
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1 8. An aerosolization apparatus according to claim 17 wherein the powder 
pharmaceutical formulation comprises particles having a mass median diajiiete: less than 10 ^m* 

19* An aerosolization apparatus according to claim 17 wherein the powder 
pharmaceutical formulation has a moisture content below 5% by weight. 

20. An aerosolization apparatus according to claim 10 wherein the inlet 
opening is shaped to cause a swirling air or gas flow through the chamber. 
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(9) Evidence Appendix 
none 


PAGE 12113'RCVDAT6/W 3:01:25 PM [Eastern DaylightM^ 


06/08/2007 12:01 6506206395 


NEKTAR 


PAGE 


PATPNT 
Application No. 10/729,847 
Attorney D< cket No.: 0138.00 

(10) Related Proceedings Appendix 
none 


11 

PAGE 13/13'RCVDATm073:01:25PM [Eastern Daylight 


